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9.15 Table 5: Maximum permitted total particle concentration for monitoring.

Maximum limits for total particle | Maximum limits for total particle
Grade > 0.5 pm/m’ > 5 pm/m’
at rest in operation at rest in operation
A 3520 3520 A 29
B 3520 352000 2 2930
C 352000 3520 000 2930 29300
D 3520000 Not 29300 '\“".
predetermined " predetermined
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I Annex 1 S4B L|EE 2H =9 Q FAISH off A

9.30 Table 6: Maximum action limits for viable particle contamination

Settle plates Contact plates Glove print,
Grade | Air sample (diam. 90 mm) (diam. 55mm), | Including 5 fingers on
CFU /m* CFU /4 hours™ | CFU/ plate™ | both hands
CFU / glove
A No growth'’
B 10 5 5 5
C 100 20 25 -
D 200 100 50 -
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9.30 Table 6: Maximum action limits for viable particle contamination
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New Clean Room: I
Initiate Quality Risk Management Process v
Process Definition Red\fction/a.c!dition
. iy of sampling positions based
Material Flow Definition on results
Personnel Flow Definition
(Grid Approach)
- v
5 Walk the Process on the Shop Floor
E
ﬂ & Data Evaluation
v Risk Identification —
= v
3 & € L:, Data Trending
"'-5 Risk Rating / Evaluation 8 s —;—
= =
- ! £3
o
Define Sample Site Location = Yes i‘m:";::z No
Define Sample Methods l W l
Define Sample Frequency
Define Alert Levels (optional) and Action Levels Maintain system and Adapt sampling program _|
sampling program as appropriate
Y
E . EMPQ <
e
c 2 PDA . .
0 w e .
Sy l 57 TR No. 13 Environmental Monitoring Program
E =, Output
Data Evaluati - . . .
- \T . Figure 5.2.1-1 Overview of the Lifecycle Approach to Risk Assessment of an EM Program
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F71ofl chet

TR No. 13 Environmental Monitoring Program

USP <1116>°

EU Annex 1, PIC/S
and WHO Annex 4°

Japan MHLW
(Aseptic Processing Guidance)

() a2l X=X
SEELEHY 573
EDA
NS
Monitoring U.S.FDA
Guidance (Aseptic Processing Guidance)
150 5: Each production shift.
Gloves/Gown each exit, daily
or each lot.
Other classes not specified.

Frequency
(Airbome total particulate and viable count, surface viable count,
personnel sampling as noted)

o HEE ABE ZE T1HOAM 0 3 Al 38 HHME ZHEHEY
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(ritical Zone (ISO 5 or better):
« Each operational shift (active air)
« Surface monitoring (end of operation)

Aseptic area adjacent critical zone:
« Each operating shift (all sampling)

Other non-adjacent aseptic areas:
« Once per day (all sampling)

Isolators

(ritical Zone (SO 5 or better):
« Once per day (active air)
« Surface monitoring (end of campaign)

Non-aseptic areas surrounding the
isolator:
« Once per month (all sampling)

HELE A 28 UX}IE= Continuous Monitoring, H™d

A: In operation, continuous particulate
monitoring required for critical
operations. Frequent viable sampling.

B: In operation, frequent particle
monitoring is required.

€, D: Monitoring on risk basis.

Surfaces and personnel should be
monitored after critical operations.

m =
o)

o S FJ| EH M 8% F7|& LEA uisto{or &

-> B™EE A&BOIML 3 F7|71 1~270E o]l MZ=AE? H 378 Al

X718 $Yst0{0f .

A, B: Each operating shift for airborne
micro, surfaces, and personnel;
continuous particulate monitoring.

C, D: Areas in which products and
containers are exposed to the
environment: Airborne micro twice per
week; airborne particulate once per
month; personnel not required.

€, D other: Airborne micro once per
week; airborne particulate once per
month; personnel not required.

A: Each operating shift.
B: Each operating shift.

C, D (potential product/container
contact): Twice per week

€, D (no potential product/container
contact): Once per week
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